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Status 

1 M Responsive to communication(s) filed on 19 February 2007 . 
2a)D This action is FINAL. 2 b)B This action is non-final 

4) E3 Claim(s) 1^54 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 
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7) D Claim(s) is/are objected to. 
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Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on i s/are : accepted or b)D objected to by the Examiner 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 85(a) 

1 DD The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner 

If approved, corrected drawings are required in reply to this Office action. 
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DETAILED ACTION 

Applicant's election without traverse of the invention of Group I, claims 1-45 and 
50 in Paper No. 3, received February 19, 2002 is acknowledged. 

In addition, Applicant's election without traverse of the specie of 
dihydrotestosterone propionate in Paper No. 3, received February 19, 2002 is 
acknowledged. 

Claims 46-49 and 51-54 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b) as being drawn to a nonelected invention, there being no allowable 
generic or linking claim. Claims 13-15 and 19 are withdrawn from further consideration 
pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected species, there being no 
allowable generic or linking claim. Election was made without traverse in Paper No. 3. 

The claims have been examined herein to the extent they read on the elected 
invention and species. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

m a tinn eCi 1 Cati ° n S ^ COn !? in 3 Written descri P tion <* the invention, and of the manner and process of 
making and using . , ,n such full, clear, concise, and exact terms as to enable any person skSS Mr the 

VT^' ° r With WhiCh " iS m ° St " early connected - t0 make and use^he Lme and shal? 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 20 is rejected under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. 
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Applicant fails to set forth the criteria in the specification that defines "lipoidal 
carrier effective to enhance the oral b ioavailability of the androgenic arp nt- 
Additionally, Applicant fails to provide information allowing the skilled artisan to 
ascertain these compounds without undue experimentation. In the instant case, no 
"lipoidal carrier examples is set forth. Applicants fail to provide information sufficient to 
practice the claimed invention. 



The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

Ji^L SPeC i fiCati l n St l 3 " COndude With one or more claims Particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. V 

Claims 1-12, 16-18, 20-45, and 50 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

The expression "regular dosing within the context of a chronic dosage regimen" 
in claims 1 and 50 renders the claims indefinite as to the dosing frequency of the active 
agent encompassed by the claims herein. The examiner would favorably consider the 
deletion of the phrase because "as-needed basis" means that the agent is not 
administered regularly. 

The term "lipoidal carrier in claim 20 renders the claim indefinite because it is 
unclear what carriers are encompassed by the claims which would enhance the 
bioavailability of the androgenic agents herein. 



Claim Rejections - 35 USC § 103 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 

\TZr e ?° n 1 02 ? f i h 'f I!" 6 ' if * e differences between the sub i ect matt * r so^ht to be patented and 
the pnor art are such that the subject matter as a whole would have been obvious at the time the 

pThSmI 38 K m ?, de !l a PefSOn haVi " 9 ° rdinary Ski " in »» art t0 which ^id s^SSSSL* 
Patentab.hty shall not be negatived by the manner in which the invention was made. 

Claims 1-12, 16-18, 20-45, and 50 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Adams (WO 99/66909) and Place et al. (US Patent 5,877,216). 

Adams teaches a method of treating female sexual dysfunction employing a 
dopaminergic agonist, apomorphine and concomitantly with an androgenic agent such 
as dihydrotestosteroneand its ester (See claims 1-3, 1 1-12). Adams also teaches that 
the androgenic agent may be administered orally (See page 21, line 13-25). Adams 
also teaches that dihydrotestosterone may be administered prior to or concomitantly 
with apomorphine (See claims 16-17). Adam also teaches that 480/yg/kg dose of one of 
the androgenic agent, testosterone, 36 hours prior to the administration of apomorphine 
are effective to alleviate sexual dysfunction or normalize sexual dysfunction in post- 
menopausal and pre-menopausal women (See page 32, line 10-23). 

Adams does not expressly teach the androgenic agent is dihydrotestosterone 
propionate. Adams does not expressly teach the addition agent to be a prostaglandins 
or prostaglandin derivative such as carboprost tromethamine. Adams does not 
expressly teach the addition agent to be administered topically. Adams does not 
expressly teach the dosing regimen and dosage of the androgenic agent and the 
secondary active herein. Adams does not expressly teach the employment of a lipoidal 
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carrier to enhance the bioavailability of the androgenic agent. Adams also teaches that 
the active agents can be formulated into unit dosage form (See page 22, line 5-11). 

Place et al. teaches PGE 0 or carboprost tromethamine topical administration is 
effective in a method of treating female sexual dysfunction (See claims 5 and 9). Place 
et al. also teaches steroids such as dihydrotestosterone may be employed with the 
prostaglandins in the method of treating female sexual dysfunction (See claim 10; also 
col. 8, line 32-47). Place et al. also teaches an additional agent such as detergent may 
be incorporated into the female sexual dysfunction treating method in increase the 
solubility and bioavailability of active agents (See particularly claim 13). Place et al. also 
teaches that the pharmaceutical composition therein can be formulated into liposomal 
formulation (See particularly claim 20). Place et al. also teaches that the dosage of 
prostaglandin for the treatment of female sexual dysfunction would be at least the 
dosage of dyspareunia treatment which is 50 to 500//g/kg (around 3 to 30mg for an 
average 60kg female) (see col. 13, line 41-51). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to employ dihydrotestosterone propionate with a second active 
agent such as PGE 0 , carboprost tromethamine, or apomorphine, in the dosage range 
and regimen herein, in the method of treating female sexual dysfunction. It would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
employ a lipoidal carrier to enhance the bioavailability of the androgenic agent. 

One of ordinary skill in the art would have been motivated to employ 
dihydrotestosterone propionate with a second active agent such as PGE 0 , carboprost 
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tromethamine, or apomorphine, in the dosage range and regimen herein, in the method 
of treating female sexual dysfunction because all of the dihydro^testosterone esters are 
known to be useful in treating female sexual dysfunction. Employing 
dihydrotestosterone propionate would have been reasonably expected to be similarly 
useful for treating female sexual dysfunction. Employing a second active agent such as 
PGEo, carboprost tromethamine, or apomorphine into the method of treating female 
sexual dysfunction would have been reasonably expected to be effective based on the 
teachings of Adams and Place et al. Combining two or more agents which are known to 
be useful to treat female sexual dysfunction individually into a single composition and 
method useful for the very same purpose is prima facie obvious. See In re Kerkhoven 
205 USPQ 1069. Furthermore, the optimization of result effect parameters (dosage 
range, dosing regimens) is obvious as being within the skill of the artisan. 

One of ordinary skill in the art would have been motivated to employ a lipoidal 
carrier to enhance the bioavailability of the androgenic agent because based on Place 
et al. additive such as detergent can enhance the bioavailability of the active 
compounds. Therefore, employing a detergent into the liposomal formulation useful for 
treating female sexual dysfunction would have been reasonably expected to be useful 
for enhancing the bioavailability of the actives herein. 



Any inquiry concerning this communication or earlier communications from the 
ler should be directed to San-ming Hui whose telephone number is (703) 305- 
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1002. The examiner can normally be reached on Mon 9:00 to 1 :00, Tu - Fri from 9:00 to 
6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Minna Moezie, J.D., can be reached on (703) 308-4612. The fax phone 
numbers for the organization where this application or proceeding is assigned are (703) 
308-4556 for regular communications and (703) 308-4556 for After Final 
communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 
1235. 



San-ming Hui 
May 5, 2002 



